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1 v.iuun date .tm — — b. ««- » -» a—w— «**~ 

TsHOrSd STATUTORY PERIOD FOR REPLY ,S SET TO EXPIRE MONTH,*, FROM 

mailing date of this communication. statutory minimum of thirty (30) days will be considered timely. 

. ^period for repr, specM above b -ess than thirty ^ ^^^^T^e S,X (6, MONTHS from the maiKna date ol this common. 
- H NO period to, rep* b specif* above, the ^^^^J'^h, app, Jon to become ABANDONED 135 U.S^C. 1133). 

' Zed patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)D Responsive to communication(s) filed on _ 

2a)D This action is FINAL. 2b)E This action is non-final. 

Disposition of Claims 

4)53 Claim(s)ii/4 . ■ "~ 



4a) Of the above, claim(s) . 
5)D Claim(s) 



6) (x) Claim(s) 1-14 

7) 0 Claim(s) : 

8) D Claims 



is/are pending in the application, 
is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 

9)D The specification is objected to by the Examiner. 



10)D The drawing(s) filed on 



is/are a) □ accepted or b)D objected to by the Examiner. 



The drawings thou um 

1 1 )□ The proposed drawing correction filed on . 

If approved, corrected drawings are required in reply to this Office action. 

1 2) D The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. §§ 119 and 120 ^ „...„, i iqi a ).|d) or (f). 

13) R Acknowledgement is made of a claim for foreign prionty under 35 U.S.C. 5 1 191a) (d) 

alK All b)D Some* c)D None of: 

1 □ certified copies of the priority documents have been received. 

2 □ Certified copies of the priority documents have been received in Application No ■ 

•See the attacheTdetai.ed Office action for a list of the certified cop.es not rece v . 
U)D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. S 119(e). 

.,□ The translation of the foreign language provisional application has been received. 
1 5,0 Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§ 20 and/or 121.. 
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o- .Prn-QAm 5) Q Notice of Informal Patent Application (PTO-152) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) UJ 

3) $ Informal Dsctesure Statement(s) (PTO- 1449) Paper No<s). AL 6 » □ ™™ _ 
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Application/Control Number: 09/926693 Pa g e2 
Art Unit: 1614 

Information Disclosure Statements filed March 12 and May 29, 2002, respectively, Paper 
Nos. 5 and 6, are acknowledged and have been reviewed. 
Claims 1-14 are presented. 

This application does not contain an abstract of the disclosure as required by 37 CFR 
1 .72(b). An abstract on a separate sheet is required. • 

Claim 1 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for failing 
to particularly point out and distinctly claim the subject matter which Applicant regards as the 
invention. 

Claim 1 provides for the use of riluzole for preparing a pharmaceutical composition 

suitable for the treatment of multiple sclerosis, but, since the claim does not set forth any steps j 

1 

involved in the method/process, it is unclear what method/process applicant is intending to 
encompass. A claim is indefinite where it merely recites a use without any active, positive steps 
delimiting how this use is actually practiced. 

Claim 1 is rejected under 35 U.S.C. 101 because the claimed recitation of a use, without 
setting forth any steps involved in the process, results in an improper definition of a process, i.e., 
results in a claim which is not a proper process claim under 35 U.S.C. 101 . See for example Ex 
parte Dunki, 153 USPQ 678 (Bd.App. 1967) and Clinical Products, Ltd. v. Brenner, 255 F. 
Supp. 131, 149 USPQ 475 (D.D.C. 1966). 
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The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 

rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-14 are rejected under 35 U.S.C. 103(a) as being unpatentable over Schluep et 
al., Medecine et Hygiene (abstract). 

Schluep teaches the administration of riluzole as therapy for multiple sclerosis with the use 
of interferon beta-la, interferon beta-lb and copolymer 1 (Copaxone). Since treatment for 
amyotrophic lateral sclerosis is disclosed along with treatment of multiple sclerosis, it is unclear 
from the abstract whether or not the treatments are the same for both disease states. A complete 
copy of the reference will be provided when it becomes available. 

Claims 1-14 are rejected under 35 U.S.C. 103(a) as being unpatentable over Arnold et al., 
WO 98/41882. 

Arnold teaches the administration of a pharmaceutical composition comprising riluzole to 
treat neurodegenerative diseases for which N-acetylaspartate decline has been observed, as in 
multiple sclerosis. In particular, acute exacerbations of MS are highlighted. See page 6, lines 8- 
13. The claims differ in that Arnold does not disclose specific additional specific agents for the 
treatment of multiple sclerosis nor optimal dosages. However, one skilled in the neurology art 
would have been motivated to administer riluzole to treat primary progressive MS, secondary 
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progressive MS and relapsing-remitting MS in view of Arnold's teaching. Such would have been 
obvious in the absence of evidence to the contrary because riluzole has been established as 
demonstrating action directed at neurons of patients suffering from neurological diseases wherein 
an increase in N-acetylaspartate is demonstrated and is associated with a positive effect. The 
determination of optimal dosages is a parameter well within the purview of those skilled in the art. 
The administration of multiple therapeutic agents is conventional in treating multiple sclerosis. 
No claim is allowed. 

Any inquiry concerning this communication should be directed to Phyllis Spivack at 
telephone number 703-308-4703. 
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